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.Jhti&d persdns may, on or before 
-0utober 7, 1$74, Sle wSth the Rear&g 
Clerk, Food and Drug Admlnfstratfon, 
Ra3. &35,5800 mshers Lane, RockviUe, 
MD 20852, written comments (Preferable 
fn qmlntrrpIfcte~ regardfng this pro- 
posal. Comments may be* accompanied 
by a memorimd~~ or brief in support 
thereof. Beeeived cofmnents may be seen 
Sn the above ofaoe during working hours, 
3!&3ld~f2UOLtghl%id~. 

Dated: Ju& X+,1974. 
SmR.l?J.Ns, 

-~issoci&e Commi&oner 
for co?lW?isnce. 

_ f21 cm 1353 
AiWSSOTIC, NITROFilRAN, AND SUWON- 
AMIDE DRUGS IN ME FEED OF ANIMALS 

I 

_ Notice of Proposed RuIe Making 
An order-&s Published in the Bsr~- 

EML Rmxsr~~ of April 20, 1973 (33 3?R 
9811),andamendedin~~OEabtREG- 
ssmn .of September 5, 1973 (38 Ea 
28942), regar13~1~~ H 135.109. Ant?biotic~ 
nitrojaran, and sulf onkmide drugs its the 
fee8 of unimaTs (21 CFR 135.109). The 
regulaUon was promulgated and amend- 
ed folIoming Publication of notices of pro- 
Posed rule m&h@ in t&e l!!se~~bt RED- 
.ISTEB of February 1, 1972 (37 FR 244@, 
and April 20,1978 (38 3?R 9830). 

The reizula&ion provide8 that the Corn- 
missioner Of FGOd and Drugs WU pro- 
pose to revoke currenW approved sub- 
#xrepeutie Woreesed rate of gain, dis- 
ease PrevenUon, et&.) uses of &tibiotic, 
nitrofuran, and sulfonamide dru6s in 
animal feeds by no later l&tad 2 years’ 
foUoying the effective dates of the or- 
ders, unless’ data are subMtted which 
WS0lV8 C5IGbEiiV~.isfltes which hfW3 
been raised concer&ng the safetr of 
swh products to msn and animals and 
their effectiveness under specific criteria 
~~l.i.s.bed by the Z!ood and Drug Ad- 
nxinI&ation based on Uie guidelhes in- 
cluded fn the report of the l?DA Task 
Force oxi Antibiotics in Anfmnl Feeds. Of 
partic& con5ern are those usages 
which provide for admiuktratio~ of anti- 
be&rial dru@.oyer an extended perfod 
of Ume (aPproximate.Iy 14 days or 
lo?m?r~. _ 

Section 135.109 requires that all per- 
sons or lhzks previoMy me&eking iden- 
Uca& reIate4 or shuifcr Products Got the 
subhot of aPprove$ new animal drug 

apMicatIons, shall have mbmitted for 
eaah 8uch product a new %knhml anyr 
appIication (NADAI by July 19,1873, or, 
fn the urisa Of aimrm drug3, by De- 
cembur 4, 1978, if mar~ung is to con- 
Ume durhur the interim, Persons or 
ohms wIshIng to support the contiaued 
approveI of such antibiotiu, nitrofuran, 
and sulfonaWde drugs shaU sub&t, 
tmder the Provisions of section 512W of 
the act, thefoUow!ng: ‘ 
- 1. BY July 1% 1973, records and re- 

&IL%~ of cani.iIeted, onsofns, or plnnned 
stucifa, inuh~ding protmoI6, on the tct- 
-es, StrePtoInyOlrl, dibMrostrep- 
lnwcln, PenWUh, and the snlfona- 
mfdes, and for aU other antibIotIc drngs~ 
by October 17,19”i% and for nitofuran 
drugs by March +1974 

2. BY April 20, 1974, data frum corn- 
plet8d studies on the tetracycUnes, strep- 
fmnP.ah dIhYiirostreDtoIny~ PenMb 
UL and the snUonamSdes essessing the 
effeot of the suhtberapeutta use of the 
drug in feed on the saI.cnonelIa reservoir 
In the taxget anbttfa as cornpored t0 thiit 
in nomnedkated cont~-ol3. Fnllure to 
complete the fiahuonelht stWe3 for aray 
of these druge by thut ttme will be 
grounds for proceeding to withdram ap 
provah 

3’By Aprfl 20, 197&, data satisrslag 
.aU other s~ee3fietI oriterfa for safety and 
ef]eecKvM, incfttding the effect on the 
ShlLOLU?&% res8woir, for any antiblat& 
or sulfonamMe clrws and by Septem- 
ber 5,1976, for the nitrofuran drugs, ap- 
prtmd for 8qbtherap8utiIc Dse fn nntmnf 
feeds.DrugefEcaeydatasheUbesum- 
mitted for each individual or oombina- 
tion antib~teriaI drus Product sub&ct 
to 0 135.105 and not reviewed by the 
NS%&3/t3GpV~Mmt~ Drw Emcacg 

4 Pro& rePorts on studies nnder- 
waY.evtkY Jam&y 
completion 

2 and July 1 U&L 

XII rwpnse to § x35.109, the Commis- 
sioner has received saWact4xs submfs- 
ShXl.8 from 8 lNUlb@ Of ProdUC~l’S Of m 
prenuxes as well as front several 
ers of fnt&medIatR Premfses. BI t%? eZ 
ate premixes are espnMaxfs drw prc- 
mixes dUuted to a lesser drug coneen- 
fzation. The productton and distribution 
in interstate commerce of an intcrntedf- 
ate premlx which contains a nevf anbnat 
drug reciuIre en a31~oved apmcatfon 
pursuant to section- Sl2W of the act. 
These 8PP&XltiOIlS fulfill the safef,y and 
eiikac~ data a-ewiremenk through au- 
thorIzed reference to data contained iad 

the approved HAVA covering the drag 
Plxu.lkfrom~hf&,~intelmediate- 
mix bmannfactured. It fs conservativeh. 
estlmatea that Ure are over 10,OOO in- 
termate flremfxes produced iu the 
UnIted Sfates. As prmmilgatad, the pm- 
vbkms pI S 135.lO9 cotid be interPreted 
to requh-e submIssIons from aUintenu~- 
dhtte premfn mxntiw regarding 
the product8 they mm&m. 

!nlfNolLLlllwonsr has COnchtdEd that, 
ta avoki tunxu8ssary duglfcaton, 
D 135.109 should be amended to provide 
that nt &Is tbne pruducers of intermfdi- 
tdi? premirres n8ed not mtbmit anNADA 
and data r&&red under this se&on for 
the in- market&g of any htermedi- 
atepremlxproducedsoIefjTfromapnmdx 
that z# in c5mp~-with this s8cKO& 
ff the interm~te premix contains no 
drug 3ngredfent whose use in or on ani- 
mal feed requkes an approved apphca- 
U&n pursuant to se&ion 5120 of the 
a& and/or where a s~edfio premix has 
been aPproved by regulation la 21 CPR 
Part 185e as of the date specffled in 
4 l85.1090 (1). Upon completion of the 
stucUrts.required by thLs se&ion, a deter- 
snimiKonwUIbemaderegardingtheneed 
for m~lfcaUous forsuchproducts to pro- 
tidefortbekcontinuednse. 

The Commf&oner has also conchzded 
that S X35:109 should be amended to Ikit 
the manufactnrers of ant3bac~lal pre- 
mixes who have saKsfact~ 3zesponded 
to 0 135ilO9 aIomz withthe COfieSgOOding 
premfxes sod combinatton drug products 
whose continued mte.rlm msrketing and - 
ur;cwiUbepermittedonthebz&ioftheir 
comP~~cemi~hssec~oon.~~~~o~ 
of au other productssubjt!ct to this set- 
UOZL 3s purposed elsewhere fn this issue 
of theFEowatRsm 

The claims provided belovr exe on the ’ 
b&e of current use and may be sub&ct 
to ohiwe based won an fz2vaIatition of 
t?fEcaw cl& by theNational Academy of- 
Sclen&fNationnI Researdh counta. 
lkw ticMy Study Group or submittad 
in response to 4 135.209. 

Therefore, mnsuaqt to pro&ions of 
the PederaI Pood, l&rug, and Cosmetic 
Act WCS. 612, ?Ol(sl, 62 Stat. 1055.82 
Stat. 343-351: (21 U.S.C. 36Ob, 371W 1) 
and under the autboritg deIegeM.to the 
+CommissJoner (21 CJ?R 2.120), it is pro- 
posed that 0 135.lO9 be amended by re- 
Vising Paragraph (51 and by adding a 
new paregraph (g) to read as follows: 
SI35.L,9 At+ioLic, @Wofnnn; sod 

momdo cktlgs XXI the feed of 
anilaol% 

W The Conm~I~Aoner of Food and 
Drug6 will promse to revuke currtmtrs 
approved snbtherapenfiic (increased rate 
of sdn, dlswe prevention etc.) usis in 
MIMII feed of antibiotic and sulfona- 
m!de drufrs whether granted by approval 
of new animal drug apPlications, master 
f&s MCI/or antibiotic or food additive 
rqttthitfons, by no later than April 24 
1975, or the nitrofuran drugs by no Iafet 
KIM SePtember 5,19?5, ?mkss data are 
submitted which resolve conchtsively the 
f2slx?sconcernIngtheirsafet.ytomaIIand 
tuahals and their effectiveness m&r 
foxcIfIc crikia estabbehed by the Food 
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asdDrwA- i&m bused on the 
mideWes l&h&d in thf3 report of the 
PRA task force on the use or antibiotfas 
in a&n&l feeds. AD lm7xms 0-r firms 
PrevlollslY zllarketing tllenEfca;I x%37&e& 
orsimflar products except the nitrofuran 
dntgsaot~esubjectafana~pro~new 
animal chug application mast submit a 
new animal drug application by Juls IS, 
1973, or by December 4, X913, in the aase 
of rlitrofu.raIl drugs, if marketing.is to 
conthme darin(t the lddtll. N&w tltlimd 

PROPOSED W&ES . 

dtw entities wUh xmtibacteriaz actMy 
not Previoudy mar- now Rexlding 
agBrovalarsubmlttedfor~P~v~grbor 
to. oa or following the efEecth3 data of 
tbi& RlI~catl~ Iills ‘SatlsfY such cl%- 
3iea Prior to 4qmroEi.L 

’ Ifi The liubmik of *&Ucltim 
and data rewired bs pazzwwhs (a) and 
0) of this sectfon is not required for 
She rmntdsmed~actcre of any inter- 
m-@-&e memix which 16 produced soleIy 
from a xwemix that is in compliance with 

. 

the resuirements of this section: Pro- 
z&Z&, That the lntermedtate oromix con- 
tains no drus inmediat whose use in or 
on antat feed sewfres an approved ap- 
Wxddoq pursuant tc sectton 612010 of 
the a& and/or where the premix is ap- 
proved by regulation in Fart 136e of this 
chapter, 

(1) The followiat: cmtibaotorfal drug 
premixes manufactured br the cksl&- 
nated swnsors are effcfbfe for interim 
marketing based on their compUanca 
with the requirements of th& Geotiont 

DO-AS.--.,--,., TylosJ~.-. 
& 

. - - 
Abbott bborat.osio9,,.....-, 

----VW”-.-.& 8wJno .,“a-- -.-‘-- 
ErytJaumyaJo- 

5% 
--e--m. Ohtokons, turkm and SE 

*Io-.,~~-.L;c.s”“” -.-_. -A-* --_. a0 .-...--w--1.;-. .._____._ do =g$hwo~schmoa ProcahIoPe .-...--- ----.---.-"".-.-*. Pl21.!cc.5ortIuscMPtsr-~.. IIlZ1.TfzoOItlU9clmptcr. 
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.--*----.-“..-.-.-“-.60 -c_-_ - .._-- 
Ctdckonsandtur~...~ ~$.log,/to~.., _.__ i--w 
EJ&lc (TwL56~) 

--EL- _ 
- ro@QrL- -l_.-.._““: nsnn nla in tbo Frw--L’- ^ 

&bkaocran9srQu 
dv:crctm~. blaodv ! 

nco anti rrrrttty at 
w ua cwa III TQJJWJIVJ IucJ~Jcnca awl 
~f,,tivor ab?ccs;rj (Car cattle nckbih~ 

-.-a-- 
--I"- 

.-"s.^ --a aa5.jGI?ycont (5n&m), For 
ISI 
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rvr al 
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. (2) The jE@ ilowlng drug combinations are pennitted when prepared &urn the nMw$Wii drug premises list@  JIX para- 
fpphQm3) af~seo~ 

- 
I  

” I  
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uonJbf~eJlwlth- 
- 

Pdnd OdP 
xaIwutJons mJ1cJJu0JIs for u.s.s 

1nqr cult afng$w “njg” 

Necmydnbsu . ..__._. - . .._.m_._ do . . ..-- - .--.-.- - .-.. ---- 
Oxytotmoydine.. _.._-_.. Turkej-s.-.- __.- . . . . . .- 

36.1401$0n-.--..--.. --..-.. 
GO&on . . .._.-._. - .-.... 

~~:::::::::::::,-,::,::::::: 
NaomJIdnbaso .-.-----.-.----.-. do----- ---. . . ..- . ..----- 36&@-4..--..- .-.... -- 
0x$t0nncydin0 l-“~-.---..~~“~.~ do ~.“.~““. * ~“.~“.~““.... ~.~..~.“..*~-...r 

7 

Do ___L.______L.._..__._--C~~-l Naom 
DO -L___._-...“-.._“.---.-“.- oxytc 

“. 
\ 

, 

@- .-.__.. w._.. __.--F. NcOmyclnbw . ..+-.-. ---.-nukoys(~t4rroel;s).-.-.- 35-140&n . . . . . ..- - . . . ..-.. 
‘..yav’. r”‘“‘” 

*_..*.-...._--...._______I__ oxytetntc.vdlnc -.--.~““.“.~ TllrkOys. -~“-.~.~.--...~.“-. 
. 

100-%39c)6/t0n .*-..,*..*.. *.._. “SJ 

go _.___.._._...__..__.~~~..-~. geopydn b-g --.--..---.--.--... ?o..- . ..---.-...-.--..- - @lJ&$n -....-.-_--.. .-._ I 
noyplo OJltdLs~ 

t _ _ _ _ 

DO . . . . ..".~.~.~".~..""_-~~~..~~ Xcomycln lmsc ------. - .-.------ do .--.---.-.-.----.---. 3.5.14OoclloJJ --.--_ __-_-_ ._ ..- *’ 
1)o ----.--....--- :. .-...-...-. O.sytoimOycllnc ---..---- .. -..-.--. do- ---....---.-..-----. 50-160‘Q*on-- -...--.....--.- ASJZidin tbOmalntoJmaeool~VOl2~~t uln4nud 

. e. IFfd consmnptlon In tH0 prrsenen o F otmpbln 
rlJlJMs. As on akl f~a the tf~~tJwu1 nt b~~lcdnl 

mz~~~~~~~::~::--:::::::::::: o~tetra*ycunclr:::~~~~:~~~~~~~~ ~.1~~--~--~-.--~~--..- Ncomydn base 70-1402lt0n.--.--~ ..--..-... 
~“““L~~.~.~*~~.~.~~.” 

60~ton 
-.-----t..-..---..--- 

g. .-....--.. I --*.*.--. ****.- Nconlpclnbnso... ---.-------.-- -do......-2..:.-.-..- -.-. -- 
.-.--.I”.--.-..” * “C.-*-“-..- oxytetT3cjdhle ~“~.~~.“~~“.~~“~ do- .--*.._--__*.- * -**- 

3.5.140#on 
100s/1cln ----------------- **....*.-.......“... ‘ 

110 

\T 

Do “.--.-.I-.-... L ~.~.....““.~~ Ncom~clnhwo __I.____.___..___ do.-.: .______.._________ 70-14Onltrm~.-l._._._.~ ~.._ 
. ..m..-_..s._e __-.__._._... OxytOtmoyctio .-..-----..------- do I_..-___.______.__ ;- 8 

DO -.--..-__.-._.- ._..__.-m -.e- NcomyOiu bw .___._c_________.__ do .__. L ____.__._____.___ 1; ,_i 

Do ~~-.~--.._"I-~*~ L.. __*.-*-- 0xytdnJcydhJ0, .--_-_-.*..-_-__ .a0 -___.*-_.-_._ % ._____.- k%E 

DO _.__.._..__..__.____________ Neomycin iash. _.__.__._______. do -.-.------.I--.--_--..- &! 

mJIr0 Products co -c-_“s.m I..,.. 
mc upmn co .~.~c.~““~~..“̂ *~ 

Do -.--.““~“_--~.“I~L--~.-“-.. and cloI%doI .----- ---do---- r..-----. -- ----..- $5 

DO..... ..-a_.- -em. .r._.__ e_._ Iho~~~ydn and 
me. 

dca?Jqubl- -----do -------------- 1: ----.- BP ___. 

DO ---- -.-. - -- --.- .- UnwJn)Tln nrld roakne -.---.--- do --------.--------.---- P5%! 

ti0 --“-.I”-.-~-~“--~-~.-.-~.~ Xnwmyd~~, naqrod;lm. _.__. do -.__ . . . .______.c_____ II’&% 
etbopaix&O, and 3-&m- - 

__ _ ~. , -_ .-_ , I._-_-..___. 

4-l!ydrOsypbcnyJixwnIO 
262 of this chlrpfm. 

Da ~...""""~"~~~~~~.~~~~~"~" X%&ydn3ndmonswin~...~..d0 . . . ..e. - __m___ --._..__ 61$%%.40 and 1330.50oItbls $6 13Se.40 and lSO.&O. . 

Do -..---.-- ;.i-*.2 _.“-_m”-*._e xnc4mydn, 

Do .~.~.~~~~“_“~~.~__“~~~“~ .“_” 
bydrocblor 

Lp$oJJyqIp, 

&&roba~~IrUoe _____ do -_------- z--z --------- &&%a~~d 136o.W aI this 0) 1350.40 rind 1350&0- 

moncnsln, and 
i~-~Ydr~y~JreDyl- 

-----do -..------ t.: -----I---- d%%- ~8k.‘iJJ and I%- 56 13%.40, XS.%.I,O, J,Jld 121.262. 

srs0n1c acid. 
262 oi t&s c1lnptL.r. 
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DnuJmo=or . DNltiUWdiW spceirs , . th ibV& fndlc5Hons for 1300 
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